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Applicant requests remand for the purpose of properly responding to the examining
attorney’s brief. This case presents an opportunity for the Board to decide an important
issue for brand owners in the pharmaceutical and dietary supplements industries
respectively. Applicant wishes to submit evidence that would rebut the examining
attorney’s arguments with respect to the third-party registrations. This would allow the
Board to make a much more informed decision with respect to the probative value of

these third party registrations in accordance with Mucky Duck.
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FDA regulation of drugs versus dietary supplements

All prescription and non-prescription drugs are regulated in the United States by the Food and Drug Administration
(FDA). But dietary supplements are treated more like special foods.

Because supplements aren’t considered drugs, they aren’t put through the same strict safety and effectiveness
requirements that drugs are. So all the drugs you can buy, even without a prescription, must be proven safe and
effective — but dietary supplements do not.

Drugs are considered unsafe until proven safe

In general, the FDA considers new drugs to be unsafe until they are proven safe through clinical trials. And the FDA
must approve any new drug before it can be legally sold in the US. Clinical trials are studies done under well-
controlled conditions on human volunteers. These tests must be done on all drugs — even those that are sold over the
counter (without a prescription). The FDA approval process requires that the drug be proven in a series of clinical
trials. These studies must show “substantial evidence” that the drug is both safe and effective for each of its intended
uses. (See Clinical Trials: What You Need to Know for more on this process.)

Once the FDA approves the drug, it must be manufactured under carefully monitored conditions and packaged with
complete information on the best dose, route, and schedule. The package information must also include:

« Conditions the drug has been proven to treat
¢ Known side effects
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« Contraindications (special conditions under which using the drug should not be used because it would cause too
much risk)
¢ Unsafe interactions with other drugs

Once the general public is using a new drug, the FDA follows up on any ill effects patients and their doctors report
(see “How to report adverse reactions” in the section called “Guidelines for choosing dietary supplements safely”). The
drug company is required to file information they get about side effects as well. This data helps ensure that any side
effects not seen in the clinical trials will eventually be found and tracked for the safety of other people.

While counterfeit medicines are sometimes made and circulated, they don’t usually get into wide circulation unless
they’re being distributed outside of the usual channels (such as from undocumented internet pharmacies). This is
because drugs are typically seen by doctors, pharmacists, and nurses. When counterfeit drugs do make it into the
system, health professionals often notice the differences in response between the real and fake drugs so that they are
caught quickly. The FDA takes quick action when these problems are found.

Dietary supplements are considered safe until proven unsafe

In 1994, the Dietary Supplement Health and Education Act (DSHEA) defined dietary supplements as a category of
food, which put them under different regulations than drugs. They are considered safe until proven otherwise. The
DSHEA says that dietary supplements cannot contain anything that may have “a significant or unreasonable risk of
illness or injury” when the supplement is used as directed on the label, or with normal use if there are no directions on
the label.

A dietary supplement is considered “new” if it contains an ingredient not recognized as a food substance, unless it was
sold as a supplement before October 1994. If it is new, the manufacturer must provide the FDA with reasonable
evidence that the new ingredient is safe before the supplement is marketed to the public.

But manufacturers are not required to test new ingredients or supplements in clinical trials, which would help find risks
and potential interactions with drugs or other substances. The DSHEA gives the FDA permission to stop a company
from making a dietary supplement, but only when the FDA proves that the product poses a significant risk to the health
of Americans. This means they are found unsafe only after they cause harm. This is the reverse of the way
prescription and non-prescription drugs are handled.

Dietary supplements are usually self-prescribed, so there’s no controlled system for reporting bad reactions and side
effects. Doctors and patients can report problems, but are not required to do so. If a supplement has unknown side
effects or interactions with other drugs, foods, or supplements, they are not likely to be discovered as quickly as those
of new drugs on the market.

What kinds of problems have there been with supplements and herbs?

Many dietary supplements have clean safety histories. For instance, millions of people take multi-vitamins safely and
have no ill effects. Many manufacturers are very careful with their claims, labeling, and the ingredients they use in their
products.

But since they became widely available in 1994, the FDA and some independent researchers have found problems
with some dietary supplements. Products like herbs are sometimes tainted with germs, pesticides, or toxic heavy
metals. Other supplements do not contain what'’s listed on the label. Still others contain more or less than the amount
of the herb listed on the label. And many have ingredients that aren’t listed on the label at all.

This problem extends beyond the supplement makers and sellers. Some herbal suppliers (those who grow, harvest, or
sell the crops) may mix or even substitute their crops with less expensive or more readily available plants. There’s also
the problem of accidental contamination, when one plant grows in with others, as well as cases of mistaken identity
(when one plant looks like another). Given the global market, all of these problems can make it harder for a company
to be sure that what they thought they were buying to make supplements is actually the herb they wanted.

In 2013 researchers in Toronto published a report in which they sampled and analyzed 44 herbal supplements. The
supplements were sold in both the US and Canada, and labeled as containing single herbs. Using DNA bar coding
analysis, less than half the supplements (48%) contained any of the herb listed on the label. More than half of the
supplements contained something that wasn’t on the label (substitutions or fillers). Even among the samples that
contained the herb on the label, many also contained fillers or contaminants.

And again in early 2015, the New York Attorney General sent warning letters to major retailers who sold supplements
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that were shown by DNA testing to be mislabeled. Although they’re not tested very often, careful studies find that
many supplements are not what they are supposed to be.

A more serious trend today is extra ingredients in supplements. Some “herbal” supplements have been found to
contain prescription drugs or other compounds that are not listed on their labels. For example, some supplement ads
are targeted to men as “enhancers” or muscle builders. Certain of these so-called “supplements” have been found to
contain substances much like Viagra® or Cialis®, and have been recalled. “Prostate health” supplements have been
found to contain terazosin, a prescription drug used to treat the symptoms of an enlarged prostate. Other ads target
women and tout the supplement as an aid to weight loss. Some of these “weight loss supplements” contained the
weight loss drug sibutramine, which was banned in the United States because of the risk of heart attack and stroke.
The supplement makers recall these only after they have been found to have these illegal additives. Then the FDA can
seize these drugs and prosecute the companies who make them.

There are also times that new ingredients with little-known effects are slipped into supplements. In one situation,
supplements were labeled as being made from geranium but turned out to contain the stimulant drug
dimethylamylamine (DMAA). This type of supplement was sold as a “natural stimulant,” but it contained DMAA, a man-
made drug. The DMAA-containing supplements were exposed after some serious events, including several deaths,
leading the FDA to send warning letters to US manufacturers in 2013.

These kinds of extras can cause serious health issues for people who take the supplement. There are also risks of
mystery drug interactions because the person doesn’t know that he or she is taking a drug.

Despite all these issues, the FDA is not legally responsible for the safety of dietary supplements; the manufacturers
are. The manufacturers are also responsible for what’s in them, and being sure the contents are the same from one
pill or package to another. The FDA only looks into reported problems or safety hazards. To find out more about
what'’s in a supplement, the manufacturer is your first contact.

To avoid tainted supplements, don’t buy any of these:

¢ Products that claim to work like prescription drugs — anything that claims to treat an iliness or cure a medical
condition

¢ Products that are advertised through mass e-mails
¢ Products marketed mainly in a foreign language
¢ Products that promise weight loss, body-building, or enhanced sexual performance

¢ Products that say they are a legal alternative to anabolic steroids
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g Summary of Chapter 12 Information
¢

Dietary supplements and over-the-counter drugs
may look the same to consumers on the drugstore
shelves, but they are regulated in very different ways. A
drug is defined as a product intended for use in the
diagnosis, cure, mitigation, treatment, or prevention of
disease. Over-the-counter drugs must be proven to be
safe, effective, pure, and accurately labeled as well as
approved by the US Food and Drug Administration (FDA)

before they go on the market.

In contrast, dietary supplements are regulated much
more like food products. They must be safe and pure but
they are not required to show that they are effective or
provide any benefit. In terms of safety, the burden of
proof is on the FDA to show that a product presents a
significant risk of illness or injury. For example, in the
case of the stimulant ephedra, it took the FDA about 10
years from initial reports of problems to compile evidence
to get ephedra banned. Dietary supplements may include
vitamins, minerals, herbs, amino acids, and enzymes in a

variety of forms.

The labels of dietary supplements look like the labels for

food products and include basic information about the


http://www1.msjc.edu/hs/hs123/index.html
http://www1.msjc.edu/hs/hs123/hs123_syllabi.html
mailto:dhelms@msjc.edu
http://www1.msjc.edu/hs/hs123/hs123_units.html
http://www.msjc.edu/
https://my.msjc.edu/
http://www1.msjc.edu/hs/hs123/audio/ksir12e_audio_chap_12.mp3
https://my.msjc.edu/
https://my.msjc.edu/
https://my.msjc.edu/
http://www1.msjc.edu/hs/hs123/hs123_unit3a.html
http://www1.msjc.edu/hs/hs123/hs123_unit3b.html
http://www1.msjc.edu/hs/hs123/hs123_unit3c.html

Revisit the

"Lowering the
Drinking Age" discussion
activity and post
responses to your
classmate's postings and
post any replies to
responses left by your
classmates and/or

instructor to your posts.

RESOURCES

« Textbook:Drugs, Society

and Human Behavior

e Aspirin Adventures

« Dangerous Supplements
» FDA Office of Non-
prescription products

e USDA Dietary Supplements
* Quackwatch (excellent

resource for myriad health

product/service scams)

content of the product. The FDA authorizes a small
number of health claims that food and supplement
manufacturers can use if their products meet certain
requirements. Supplements can also make claims about
improving the structure or function of the body or overall
well-being. These structure/function claims are not
regulated or approved by the FDA, and they must carry a
disclaimer stating that the product is not designed to

treat or prevent a disease.

The differences in the regulation of supplements and
drugs mean that many more dietary supplements have
become available, giving consumers more options.
However, much less research is available about the safety
and effectiveness of supplements compared to over-the-
counter drugs. Even popular products such as Saint-
John's-wort and ginkgo biloba have relatively little
research about their actions, safety, and effectiveness.
Supplements also can interact dangerously with drugs
and other supplements, and consumers need to use

caution.

Over-the-counter drugs include ingredients that have
been evaluated by the FDA and determined to be
generally recognized as safe, effective, and accurately
labeled. Uniform labels for over-the-counter drugs help
consumers compare products, follow the instructions for
safe and effective use, and understand key cautions and

warnings.

For a given category of over-the-counter drug, most

brands contain the same few ingredients.

For example, over-the-counter stimulants all contain
caffeine, while over-the-counter sleep aids contain
antihistamines. The widely used category of pain-killing

drugs, also known as analgesics, includes aspirin,
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acetaminophen, and ibuprofen. Aspirin has analgesic,
antipyretic, and anti-inflammatory actions.
Acetaminophen, ibruprofen, and other so-called
nonsteroidal anti-inflammatory drugs have related effects.
Overuse of any of the over-the-counter analgesics carries

the risk of stomach or liver damage.

Cold and allergy remedies are also widely used. Cold
remedies often contain some combination of an
antihistamine, an analgesic, and a decongestant. Because
many over-the-counter remedies are based on a small
number of approved ingredients, an informed consumer
can understand a large proportion of these products by

being familiar with only a few drugs.

top

STUDENT LEARNING OUTCOMES

After reading this chapter, you should be able to:

- Explain the legal distinction between drugs and
dietary supplements, particularly with regard to

health-related claims.

« Understand the implications of the 1994 Dietary
Supplement Health and Education Act.

« Recognize Saint John's wort, SAMe, and ginkgo
biloba as dietary supplements intended to have

psychoactive effects.

« Explain the concepts behind the terms GRAS and
GRAE.

« Name the only active ingredient allowed in OTC

stimulants.

- Explain the risks of PPA and ephedra, and describe



how their removal from the market impacted OTC

products promoted for weight loss.
« Name the primary ingredient in OTC sleep aids.
« Describe the benefits and dangers of aspirin.

« Explain what is meant by NSAID and give some

examples.

« Name the four types of ingredients found in many
OTC cold and allergy drugs and give a common

example of each type.

E-PRESENTATIONS

Dietary Supplements and Over-the-Counter Drugs
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re:limmune® is an iliness recovery formula. It & Dehudration “A friend of mine recommended Re: immune® as
combines: & Gastroenteritis / Stomach Flu she knew | was going through a crazy period -
. ! ) & Avitbliotic Usa switching jobs, com.mulmg cross-country, L.euvmg
# clinical strength hydration® with ) one home, and finding another. | was running low
& o package of essential nutrients, including Helg on energy and feeling run-down. | was a skeptic,
probictics, to support intestinal immunity. # Pre- and Post Surgery but | tried. Now, | have been taking it every day for
@ Post-Hospital Syndrome a few weeks - which is super easy with water. |
This unigue, dual-action formula helps suppert and notice a real difference. | have more energy, never
fast-track your recovery from illness. LEARN MORE feel dehydrated, drink less coffee, and have not
gotten sick. | actually have energy to start working
LEARN MORE out again. It is rare to find something so easy that

can make such a difference.”
- Lillyen March

“Excellent product for re-hydration following injury
or illness. | now use it daily.”

- William L. Hickerson

:COVER RE:STORE RE:HYDRATE RE:LIEVE

re:iimmune? the illness recovery solution.

Patent pending.
t These stotements have not been evoluated by the Food ond Drug Administration. This
product Is not Intended to diagnose, tregt, cure or prevent any disease.
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Hepatitis Virus ..‘
HPV -

EBV

Home
Order Novirin Here

Herpes Virus Contact

Questions and Answers (Q&A)

Novirin®: Natural Antiviral Treatment

Are you infected with one of the following viruses?

Fatigue . '

(Click on the name of the virus for more specific it S
information.) Are you suffering from chronic fatigue? '
) ) Are you suffering from chronic physical

e Human Papillomavirus (HPV) or mental fatigue?

e Herpes Virus (HSV)

« Epstein-Barr Virus (EBV) é;\(/la\you lr;'fce:c\z/tgd with HPV, HSV, EBV,

« Hepatitis C Virus (HCV) or Hepatitis B Virus  OF LV

(HBV) Then you do suffer from chronic

« Shingles Virus (Varicella Zoster Virus (VZV), fatigue!
chlckenr-)ox virus, herpes zoster virus, human You just don't know it!
herpesvirus type 3 (HHV-3))

Read about the relationship between

Take Novirin. viruses and fatigue, and how Novirin
can reduce your physical and mental

But does it really work? After all, it is only a natural fatigue.

product... It's not a drug... You can do better. Learn how.

Yes it does work. A clinical study, which followed
FDA guidelines, showed that the Novirin formula safely and effectively decreased symptoms in
infected individuals. You can find the list of symptoms in method section of the study attached below.

The clinical study was published in the medical journal Pharmacology
and Pharmacy, in a special edition called Advances in Antiviral

Drugs. The clinical study concluded that the product that delivered the
Novirin formula is a safe and effective treatment against these viruses.

The study says: "... the clinical study showed that (the Novirin formula)
is a safe and effective treatment against the Human Papillomavirus
(HPV), Herpes Simplex Virus (HSV), Epstein Barr Virus (EBV), Human
Cytomegalovirus (HCMV), and Hepatitis C Virus (HCV). Therefore,
health care practitioners should recommend (the Novirin formula) as a
safe and effective antiviral treatment against these viruses."

This study provides a scientific proof that the Novirin formula actually
works. To quote from the study, "this study showed that the natural
product (that delivered the Novirin formula) safely and effectively
decreases symptoms in individuals infected with the HPV, HSV, EBV,
HCMV, and HCV."

Although it is written in a language suitable for scientists, we urge you
to read the scientific paper that reported the results of the clinical study
that showed that the Novirin formula decreased symptoms of a viral
Kill the latent virus! infection.

Price: $52.99
Order Novirin Here

We accept all types of credit cards
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(credit, debit, pre-paid, etc.). Research shows that an infection with one of the viruses above causes
Sorry, no other modes of i i . . N ..
payment. a feeling of physical and mental fatigue. Since Novirin is antiviral, a

. second clinical study showed that the product that delivered the
To keep your privacy, your bank
or credit card statements will Novirin formula decreased the feeling of physical and mental fatigue
show the name of our parent associated with a viral infection. This study provides a second scientific

company. For obvious reasons we
don't mention it here. proof that the Novirin formula actually works. As far as we know,

For your security, we will never  NOVirin is the only natural formula on the market that was clinically

call you and ask for your credit  tested, and the results published in a peer-reviewed scientific journal.
card number, or personal

information over the phone.
- . . This scientific publication means that you don't to have to take our
Novirin is only available on this

website. Novirin is not sold in word for it. It also means that you can ignore what fake customers and
stores, or on other websites. masked competitors, such as pharmaceutical companies and sellers of
untested and unproven natural remedies, write in various forums and
message boards.

The publication of the clinical study means that now you have an objective, independent, expert
opinion you can trust.

The Novirin formula is different than other formulas. It is unique since it targets latent viruses. When
one of these viruses enters your body, it settles in a certain organ and becomes latent. Most of the
time, most of the viruses in your body are in a latent state. A latent virus is not a disease. To quote
from the FDA:

"Some viruses, however, can enter a state known as latency in which the virus is not being replicated.
In the latent state, the virus does not cause disease."

See more quotes on the difference between latent infection and disease, here.

We specialize in targeting latent viruses. After years of research, we developed the Novirin formula, a
natural formula that helps the immune system target the latent viruses in your body.

The Novirin formula is the product of our unique scientific process. We designed this formula by
analyzing thousands of scientific papers with our proprietary computer program. The objective was to
identify safe natural ingredients with a strong antiviral effect. In this process, the computer analyzed
more than 50,000 scientific studies. Our development process is unique in this regard. Not even the
best doctors or most qualified scientists have read all these studies.

The computer assisted us in selecting five ingredients and their specific concentrations: Green Tea
Extract, Quercetin, Licorice Extract, Cinnamomum Extract, and Selenium.

Many scientific studies showed that these five ingredients have an antiviral effect, and specifically, that
they decrease the latent viral load. See a partial list of these studies here. Following the list, you can
find a detailed description of some of these studies. This description can help you understand how the
scientists concluded that these ingredients decrease the latent viral load.

Also, see a scientific study published in the scientific journal Acta Oncologica that showed that the
Novirin formula boosts the efficiency of the immune system of a cancer patient. According to the
paper: The Novirin formula "is a broad range, natural antiviral supplement that targets viruses during
their latent or chronic phase." In addition, the paper says: "After five weeks (of treatment with the
Novirin formula), ... blood test showed an increase in the concentration of lymphocytes (1.72x103
cells/pl compared with 0.70x103 cells/ul), eosinophils (0.11x103 cells/ul compared with 0 cells/ul) and
basophils (0.02x103 cells/ul compared with 0 cells/ul), the new numbers being in normal range."
(Lymphocytes, eosinophils, and basophils are cells of the immune system.) See link to full paper here.



http://cbcd.net/Gene-Eden-VIR-Decreases-Fatigue-Clinical-Study.php
http://www.novirin.com/latent-not-disease.php
http://www.novirin.com/studies.php
http://cbcd.net/Gene-Eden-a-broad-range-natural-antiviral-supplement-may-shrink-tumors-and-strengthen-the-immune-system.php

Do you want to boost your immune system against
the latent viruses in your body? Take Novirin.

Why do you need Novirin? Because your immune
system is inefficient.

If your immune system would have been efficient, it
would have eliminated all the latent viruses in your
body, and you would have had no latent viruses. The
fact that you have a latent infection indicates that
your immune system is working at less than 100%
efficiency (maybe 50%7? 70%? ...).

What decreases the efficiency of the immune
system?

1. Stress. Extensive research shows that stress
decreases the efficiency of the immune system.

2. Aging. The efficiency of the immune system
declines with age. That is, the older you are, the less
efficient is your immune system.

Discreet and Confidential

Many people are infected with latent
viruses. However, most of them don't
want others to know about it. An
infection is a private matter, and most
people would like their infection to
remain confidential. To protect your
privacy, we do the following:

1. Shipping: We will always ship your

order in a plain discrete envelope. The
envelope has no external packing list,
and no indication of its content.

2. Label: The label on the bottle does
not mention the words Herpes, HPV,
or any other virus, or disease. If asked,
you can easily and truthfully say that
you take the product to boost your
immune system.

3. Personal information: We keep your
records safe, and we will never share

your personal information with anyone
else (see details in our privacy policy).

3. Medications. Drugs, especially those taken for months or years, such as those that lower
cholesterol, or lower blood pressure, decrease the efficiency of the immune system.

4. Medical procedures. Surgery, diagnostic procedures, chemotherapy, etc. put enormous pressure on

the immune system.

5. Radiation. X-Ray radiation, UV rays, sunlight, and cell phone radiation decrease the efficiency of

the immune system.

Why should you care about the latent viruses in your body? Because they can start to replicate and
cause nasty symptoms, such as blisters, warts, sores, and abnormal growths on your skin. They can

also cause major diseases. See more on latent viruses and major diseases, here.

And how do you boost your immune system against the latent viruses in your body? By taking Novirin.

Do you want to target the latent virus infecting your body? Take Novirin.
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Price: $52.99
Order Novirin Here

Kill the latent virus!

Novirin
Money-Back
Guarantee

We've marketed a product that delivers the Novirin formula for 5 years now.
Today, we have thousands of customers who use the formula on a daily basis,
and tell their friends and family about it (some even buy it for their friends and
family as gifts!). During that time, we haven't received any reports of side effects.

Are you still hesitating? We suggest you try Novirin. If you are unhappy, for any
reason, return the Novirin bottles, and we will refund your money.

Terms of Use | Security | Privacy Polic

2008-2015 by Lilac Corp, All Rights Reserved \ ; ¥
g N Sl /
These statements have not been evaluated by the Food and Drug Administration. 2

This product is not intended to diagnose, treat, cure, or prevent any disease. e
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Skype Q=
click here -
Help_l_lﬁ_ 'S

Call 720.929.9555 LE S

Mon-Sat 8am-%pm

If you need help ordering, have
questions then please call, Skype, or
send us Email

International Ordering

click here
. 30 Capsules
click Red e p—)
button

to save money Member Price

$44.95
Click here to W
read about Retail Price
Membership $59.95

Testimonials

"I used Lite-Burn for 30 days and lost
8 pounds. I didn’t change my eating
habits, I just found that I wasn’t as
hungry as I used to be." -Joey H.
(Results may vary from person to
person.)

"After taking LiteBurn for 2 weeks I
noticed I was losing inches from my

waist. My wife said I look slimmer and

that is a good thing. I also had an
extra boost in my energy levels."
-Tony G (Results may vary from
person to person.) -

"I love the Lite Burn formula. And, 1
used one whole bottle as samples to
give to all of my friends. All of them
love it too. We average losing 4
pounds in 7 days by only taking 1
capsule per day." -DR. from
Oklahoma (Results may vary from
person to person.)

"I love the smooth energy from taking
the LiteBurn formula and I averaging
4 pounds per week and I am losing
inches." -AD from Georgia

Code: WMG600

Contact Us @@ |
Catalog J

' New Customer? Member
Lite Burn click here @ Sign In

Look Better and Feel Great
e Lose Inches
¢ Lose Weight
e Fat Burn
¢ Reduce Cravings & Appetite

* Boost Energy

Ingredients e Enhance Mood

- Save more Money -
Multi-bottle Lower Prices

click here

Product Information on Lite Burn

Lose inches/lose weight - Garcina Cambogia may add in
the reduction of fat cells forming, and increase weight loss.
Plum Extract helps you to lose weight by keeping your
cells in an alkaline state. Cells in a healthy body are bathed
in an alkaline fluid. In the body an acidic environment
(opposite of alkaline) causes an imbalance in these cells,
which can lead to sickness and storing extra fat in the body
tissue. When combined with plenty of rest, exercise and
healthy eating, Lite Burn can help you achieve your weight
loss goals in no time! Fat Burn

Fat Burn - LiteBurn acts as a Thermongenic: When you
exercise, you naturally increase your body's core
temperature, thus boosting your metabolism naturally. Our
herbal thermogenic fat burners cause your body
temperature to increase in a similar fashion, whether or not
you are exercising, thus boosting your metabolism
naturally and giving you rapid results! Reduce Cravings &
Appetite

Reduce Cravings & Appetite - Garcinia Cambogia, is a
fruit from Southeast Asia. This amazing herb controls
hunger and cravings while boosting mood and energy. It is
a unique herb, as it targets belly fat reduction while helping
to build lean muscle tissue. Take one or two capsules a day
to increase energy and decrease hunger cravings. Boost
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(Results may vary from person to
person.)

"I take Lite Burn as soon as I wake up
in the morning before I go to my work
out and it gives me the energy I need.
Throughout the day I feel alert and
positive, and I no longer crave
unhealthy snacks. My first month on
Lite Burn and working out I lost 4 [bs.
and 2% body fat. It's amazing!"
-Heather B.

(Results may vary from person to
person.)

Note: to lose weight, you must combine
sensible good eating with regular exercise that
works the whole body. Exercise and proper diet
are critical to achieving and maintaining weight
loss. Also make sure that you are drinking
enough good quality water every day.

"I can truly say that the quality of the
Symmetry nutritional products has
enhanced my health and, most
importantly, allowed me to improve the
quality of health of the many patients
that I serve. These high quality
nutritional supplements help us reach
the level of optimal good health, while
providing us with a defense system to
offset and protect us against the
multitude of pollutants that we are
exposed to every day. In addition,
Symmetry products are safe and can be
used by people of all ages. I find that
they are an essential part of any health
preventive program." (Results may vary
from person to person.)

Energy

Boost Energy - Lite-Burn’s unique, herbal synergistic
blend provides a natural boost of energy without the crash.
Enhance Mood

Enhance Mood - Our east meets west balance of vitamins
and herbs helps to increase serotonin levels, restore your
balance, improve your mood and promote feelings of well-
being. Increased levels of serotonin are known to increase
blood flow and oxygen to the brain which can be highly
beneficial, leading to not only better mood but also
improved motivation, energy levels, and memory. With
LiteBurn you’ll feel happier with your personal physique,
leading to less stress, more energy, and a more joyous,
balanced life.

STOP the YO-YO Effect

gain weight
I

lose weight
I

gain weight
I

KEEP THE WEIGHT OFF
by using our weight loss products with nutrition
and cleansing for 1-3 months the continue using these
Symmetry products for health maintenance:

o Ultra-Vitality NutraPack - use daily

e BotanaCleanse Plus - use 2 to 4 times a year

Primary Support Secondary Support
e Weight loss and control e Cardiovascular system
e Metabolic system (heart, arteries, blood vessels)
(liver, hormones, digestion) e Renal system

(kidneys, bladder, urethra)
e Digestive system

(stomach, colon, intestines)
e Liver
e Nervous system

(nerves, brain, spinal chord)

Co-support Products that You may want to try

The product links at the right are  LipoSorb
for Symmetry products that can

work with the LiteBurn to Genesis
support your body in losing
weight and feeling great! Ultravitality NutraPack
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Wow Smoothie

<< Go Back

Multi-Bottle Special Discount Prices for Lite-Burn

3 Bottles
10 Bottles

20 Bottles

Samples 15 Packets @0
(2 capsules per packet) Member Price $44.95

<< Go Back Samples 60 Packets (bl
to 1 bottle (2 capsules per packet) Member Price $112.00  Retail Price $239.80
<< Go Back
Lite Burn

Ingredients and Supplement Facts

Ingredients are on the FDA approved "generally recognized as safe" GRAS List.

Supplement Facts

Works for both Men and Women!

Directions for use: Take one (1) capsule, on an empty stomach with at least 8-10 oz of water. Consuming late in the day may impair
sleep. Do not exceed 2 capsules daily **For the best individual results, serving times may vary**

For Optimal Results: Eat a reduced calorie diet.
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SUPPLEMENT FACTS

Serving Size: 1 Capsule  Servings Per pack: 2

Amount Per Serving % Daily Value

Niacin (Vitamin83) ... \mg .. 5% ...
Pyridoxine HCI (Vitamin B6) _ . . : 2mg ... i1, -
Methylcobalamin (Vitamin B12) 6 ug 100%
Chromium (Polynicofinate] |~~~ " """ 120ug | 100% .
Sodium 15mg 1%

|
Lite Burn Proprietary Blend: 443.126 mg

4-Amino-2-Methylpentane Citrate, Natural Caffeine (140mg),
B-Phenylethylamine, Niacin (Vitamin B3), Garcinia Cambogia Extract,
Plum (Prune) Juice Exiract, Silica Dioxide, Pyridoxine HCI, Stearic Acid,
Chromium Polynicotinate, Methylcobalamin

Other ingredients: Gelatin Capsule

**These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure or prevent any disease.

Warning: Not intended for use by person 17 years or younger without the supervision of a health professional and parent/guardian.
Keep out of reach of children. Not for use by persons who are pregnant/nursing, sensitive to caffeine, a medical condition, or are taking
MADO inhibitor or ADHD drugs. Consumption contrary to warning may cause adverse health effects. If unpleasant effects occur,
discontinue use.

<--Back

Buy @ 30-60% Discount

Symmetry Preferred Customer Membership

Click the red "Buy Now" button (@ 0 4. L.

discount price. Members get at least 30% discount and up to 60% savings on
all products they order.

to buy LiteBurn at the member

You get the member price on your first order. The $10 (USA) fee in your
shopping cart is for your Preferred Customer Customer membership for one
year. If you want other products just click the "Continue Shopping" button in
the shopping cart and then click "Checkout" button when you are ready.

Click here for
Questions and Answers Your first order will setup up your monthly autoship order. Please call or email
about a Membership us if you need to change the products -or- if you do not want a monthly order.

(in another window / tab)
If you have questions about membership then please call us at 720.929.9555 or

Skype info.symmetry or click here to Email us ¢ I

<< Back
Join in other Countries click here

<< Back
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The company name "Symmetry" according to Webster's Dictionary means
"beauty resulting from balanced or harmonious arrangement"

and describes our herbal and nutritional health dietary supplements like Lite-Burn .
All information presented on these web pages is not meant to diagnose, prescribe,

or to administer to any physical ailments. In all matters related to your health please
contact a qualified, licensed practitioner.

The statements on this web page have not been evaluated by the Food and Drug Administration.
Symmetry products are not meant to diagnose, treat, cure or prevent any disease.
In all matters related to your health please contact a qualified, licensed health practitioner.

Independent Symmetry Business Partner

Home | Customer Testimonials | Preferred Customer Membership | Order | Contact Us

Copyright 2015
symmetry-store.com
symmetry-preferred-customer.com
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BLLAZE

5

- Pam B
ENERGY ALERT

PHIENIX
MUSCLE RECOVERY

PHENIX  ASCENT  BLAZE

PERFORMANCE HIGH ALTITUDE ENERGY ALERT
RECOVERY PERFORMANCE

1% ADD TO CART
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¥ ADD TO CART
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MULTIV
WOMEN

DAILY MULTIVITAMINS

1Y ADD TO CART


http://getmtnops.com/product/renu/
http://getmtnops.com/product/ox/
http://getmtnops.com/product/multi-v-men/
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FREE SHIPPING*

Orders
will ship
within 24-
48 hours
via USPS,
with an
average
arrival
time of 3-
5 days
from the
time of
order.
*Free
shipping for
orders over
$75 USA

Orders

MINOPS

CUNTACT US

GUARANTEE

G O

Q@ 888-760-3393
reason, I 847 Northpointe
within 30 Cir NSL, UT. 84054
days from us

date of

If for any

purchase, M Dealer Locator

you are
not
completely
satisfied
with your
order we
will

refund

the
purchase
price

upon
receipt of
the

return

shipment.

PRIVACY & SECURITY POLICY | TERMS & CONDITIONS


http://getmtnops.com/dealer-locator/
https://www.facebook.com/getmtnops
https://twitter.com/getMTNOPS
http://getmtnops.com/privacy-security-policy/
http://getmtnops.com/terms-conditions/
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Haematococcus Pluvialis (Astaxanthin) Softgel

Serving Size 1 Softgel

Supplement Facts

Amount Per Serving %Daily

Value
—

Concentrated powder of haematococcus

pluvialis 150mg (astaxanthin) 12mg
Green tea (containing catechins) 50mg
Blue-and-white coconut

(containing Vitamin C) 10 mg
Wheat germ oil 20mg

Red wine

Pomegranate

Micmnzstalline cellulose

**Daily Value not established.

Suitable for: Adults
WARNINGS: Keep out of reach of children.
4 Not recommended for pregnant
or lactating women.
Manufacturer:

RSF GLOBAL CO. Ltd

Edible methods: 1-2 Softgels every day, taken during meals.

L

-,
Ma‘cf’hersan

pluvialis powder

Astaxanthin

Easy To Swallow*
Made in US:

Dietary Supplement

3
Ma‘clghersan EEEe

FUAELTEKE: (IR 5 ) B
FEE 395 (0.655x60% )
BN (D) : FELTERERIEH150mg(EFBE12mg).

BIR(EILARTESOmg). NEESF.

BEMREHEERC 10mg), OFE, 7.

USSR, BR
|AAE: BHLR .Eﬁ;:m—zﬁ y

EEARE : BLA

ERERR
&

PG BTEATREE  BEEEs ; FHnE/LE

EFERH/REEE - MRG0 ( B/B/F)

REISHE SR EERAS

i b EEEEN T ERRAEE133S

B i :400-000-4950

% 7= 7 : RSF GLOBAL CO, Ltd

EFRMESE

H1o0g |NRV%| B £100g | NRV%
24841 30% =59 16 27%
564 93% | akiEEH | 569 2%
15mg | 1%

o




Shark Cartilage Composite Nutrient Tablet

Supplement Facts

Serving Size 1 Tablet
Amount Per Serving % Daily
concentrated carapace powder

ing glucosamine sulfate ) 800mg
shark bone powder (containing)
shark chondroitin 200 mg
pineapple proteinase 33mg
concentrated corn powder
(containing hyaluronic acid) 3mg
concentrated snail powder 1mg
wormwood 1mg
micracrystalline celluiose e

**Daily Value not d.

Edible methods:
Once a day,1-2 lablets each taken during meals.
Suitable for: Adults

WARNINGS:

Keep oul of reach of children

Mot recommended for pregnant

RSF GLOBAL CO.,Ltd 0 [ 52

or lactating women.
Manufacturer:

7
MacPhersan

concentrated carapace powder

Glucosamine Sulfate

1600mg

Shark Chondroitin 400mg
Made in USA

Dietary Supplement 60Tablets

VA g
Ma‘c‘!’_hersan e
EHE EENERESERH
ESE 903 (1.55x60K )

RE(ER) | FRRER ( SEEEEETEL800mg).
RSN ( SREYEH200mg). FFEEE,
ERRE (SIEERECme). BaiREN. U5,
METER, TXER

REAE : SHLR, 8R1-2K , EEERA

EEAM:HA EFE:=E

WA | BTIDRTRE , SRR ; R5xmE/LE

EFER/REGRE : DEEAN (B/E/E)

HERRE | ERMEE YRR

L EEEENTELRRERL3S

B {F:400-000-4950

4 7 & : RSF GLOBAL CO, Ltd

ERHBE TR

S| &100g | NRVS%

500k 6%

Og

1img
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Dunaliella Nutrient Tablet = ¢ 1 MaSBhersan Z37h®
Supplement Facts : R w
Serving Size 1Tablet )%‘S% : 33ML g
Amount Per Serving %Daily Value i EES00mg. (RERFHER ,ﬂ_’
Dunaliella 500 mg A 100% Natural 'R EEEaR
Microcrystalline cellulose B . . J EEAR : BLA ‘AE I E\:%EI“ EEE -.%
EWAE : ETRETRL  BRBXEY  RSEE/LE
“*Daily Value not established il ! - Lo
una le a SPRI/REIBE | RS (5/8/F) =]
Edible methods: RESKE : FRAEEPREERAS =
| Once a day, 1-2 tablets each taken during meals #h 4t ERAENTEERERREL3S
| Suitable for: Aduts 500 & iE:400-000-4950 [}
- Manufacturing & Expiry Date: Refer to the box mg 4 75 75 : RSF GLOBAL CO, Ltd -
WARNINGS: Fnsoi s« i i
Keep out of reach of children. m’;ulmdmb'? n[af:;m - § TY T
Not recommended for pregnant or mn U = Ao 0 AL e/ e
i ; WH | #i00g [NRVe]  TE 100 | NRV%
o VTR RN e
RSF GLOBAL CO. Ltd BBEF | 179 3% | BkESH| 6619 22%
06703 3006 ’ T m ’ 234mg | 12%
Dietary Supplement
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RSF GLOBAL CO., LTD.

The undersigned

US Certificate of Origin

(Owner or Agent)

5104 Azusa Canyon Rd. Irwindale, CA 91706

declares that the following mentioned goods shipped on

consigned to:

(Name and Address of Shipper)

Fujian Qianfeng Biotechnology Co.,

LTD.

No.133 Dongpu RD, Pu'an Distriet, Fuzhou City,

Fujian Province

are the product of the United State of America.

NO.OF WEIGHT IN
MARKS AND NUMBERS BP(;()?SS KILOS DESCRIPTION
OR CASES GROSS
Bill of Lading/Air Waybill No:
<E.Q.B.G.> 2000 Bottles 282.00 KG |MacPhersan® Shark Cartilage
Product Name Composite Nutrient Tablet
C/NO.: 2000 Bottles | 176.00 KG
Q ey MacPhersan® Haematococcus
y.. 2000 Bottles | 156.00 XKG|Pluvialis (Astaxanthin)
Made in USA Softgel
MacPhersan® Dunaliella
SUB:
614.00 KG

Sworn to before me

this 30th day of November

2013

- Jasen Yo

Signature of Owner or Agent

The

arecognized Chamber of Commerce under the laws of the State of

,has examined the manufacturer’s

invoice or shipper’s affidavit concerning the origin of the merchandise and according to the best of its knowledge and belief, finds that the products

named originated in the United States of North America.

Secretary
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES
¢ Food and Drug Administration

College Park, MD 20740

g&
B
<
ﬂ%"mm

CERTIFICATE OF FREE SALE

1. Pursuant to the provisions of Rule 44 of the Federal Rules of Civil Procedure, | hereby certify that the
copy attached (see attached list) is a true copy of material on file in the Food and Drug Administration,
Department of Health and Human Services and is a part of the official records of said Administration and

Department.

Letter Dated:
November 30, 2013
To Whom It May Cancern
from, Constance Hardy

regarding.

Fujian Qianfeng Biotechnology Co., LTD. -
MacPhersan® Shark Cartilage Composite Nutrient Tablet
MacPhersan® Haematococcus Pluvialis (Astaxanthin) Softgel
MacPhersan® Dunaliella Nutrient Tablet

2. In witness whereof, | have pursuant to the provisions of Title 42, United States Code, Section 3505,
and 1410.20 of the FDA Staff Manual Gujde, hereto set my hand and cause the seal of the Department
of Health and Human Services to the affixed\this 30th dayof November, 2013.

Daniel Fabricant, Ph.D.

Director, Division of Dietary and Supplement Programs
Office of Nutrition, Labeling and Dietary Supplements
Center for food Safety and Applied Nutrition

By direction of the Sécretary of Health and Human Services

This Certificate expires on November 30, 2015.




'PERNIX(

THERAPEUTICS

ABOUTPERNIX‘ PRODUCTS ‘ NEWSROOM INVESTORS | CAREERS ‘

Branded Products
Generlo Products

Products in
Development

Patient Assistance
Program

LATEST NEWS: September 24, 2015 - Pemix Announces the Issuance of Zohydro ER with BeadTek Formulation Patent

PTX (NASDAQ) STOCK QUOTE UPCOMING EVENTS

-

\’LI

contacT PERNX | FoLlowus [

@PERNIXTX ON TWITTER

PERNIX THERAPEUTICS HOLDINGS INC Oct 1-3rd
(NASDAQ: PTX)

v $3.32:=, e

08/25/2015 04:00 PM ET

American Academy of Family
Practitioners Assembly

Denver, CO

A i Academy of Physical Medicine
& Rehabilitation (AAPMR)

Rnstnn MA

Pernix Therapeutics @PemixTX 24 Sep
PERNIE. #Pernix Announces the Issuance of Zohydro ER with BeadTek
Formulation Patent bit.ly/1KT31TO

Pernix Therapeutics @PemixTx 15 Sep
PERMIXE.  |nterested in working at Pernix? Check out our updated Careers section



E_EMLXL contacT Pernix | FoLlowus [

» PRODUCTS IN DEVELOPMENT

Development Pipeline PTX (NASDAG) STOCK QUOTE

PERNIX THERAPEUTICS HOLDINGS INC
(NASDAQ: PTX)

v $3.32,

[ 2015 | 2016 | 2017 | 2018 | —
Prase v swicis JRCTRICCRIC N IC IR R U R B
Silenor
Arousabilty ® @ ® @PERNIXTX ON TWITTER
(Observational) Begin Study Sty
Enrallment GComplation Regults
R&D Projects
Pernix Therapeutics @PemixTX 24 Sep
. PERNDE. yParnlx Announces the Issuance of Zohydro ER with BeadTek
SayoTn e o @ ® L - Formulation Patent bit /1K 79170
Pro-iND | FDA | Studies Study FDA Approval B
Meeting | Meeting | Begin Completion Filing Launch
Request Response
Pernix Therapeutics @PamixTx 15 Sep
PERNDE. |nterested In working at Pernix? Check out our updated Careers
Treximet . . . . . . section and available openings at pamxtx.com
Alternate Dose Expand
Pre-IND FDA Studies Study FOA Approval
Meeting Respanse/  Begin Completion Filing
Roquest Docision to Pernix Therapeutics @PemixTx 11 Sep
move fwi PERNDE. |t has been a fun and exciting @PAINWeek, Stop by the #Parnlix
" booth 102 for a complimentary cup of coffee
Treximet
Pediatric . it

PERN’X( Copydy‘\t © 2015 PERNIX Therapeutics. All rights reserved.
T THERAPEUTIES information is intended only for residents of the United States.

Contact Pernix | Terms of Use | Privacy Policy | Sitemap
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ARE YOU A RETAILER?
Click for access to our
" new wholesale store
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BENEFITS sl il INSTANT MOISTURE!

DOCTOR RECOMMENDED!, Trusled by tenors, leachers, lour guides and

o p—— - ather types who Iril, tak and testfy, Thayers Sugar-Free Dry Mouth

wﬁdmﬁ e a0 ooy o e ey shnﬁsal?h iscing moi

~soothing, reatma ! o it o % defivering instant ralisf from the

N it 2 2 aking remady of dsbilitating dryness caussd by
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lxirs containing important tantins have i ool ot s A 4 aging, cisbeles, . Siogrenis

‘been a fixture in medici 5 i syndrome, Lupus, hypertension,

generstions: Gnoa youi Uss them, you'll know sliergies snd other factors. Sprays

why. “are a perfect saliva repiacement,
and lazenges ars an ides] ssiva
<timutant. Whalever you choass,
wa've got the best way to wel your

e a
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